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/manufacturer pano vaccine EE se Phase 1 Phase 1/2 Phase 2 Phase3 
Beijing Institute of : : 
Biological Inactivated Inactivated 2 Th IM š emer pos - a s. 
: days 459 34780 
Products/Sinopharm 
L NCTO4283461 
Moderna/NIAID RNA LNP-encapsulated ő en IM : NCTO4405076 | NCT04470427 
mRNA days Interim Report 
2020-001038-36 
. ChiCTR2000034 
pou RNA 3 LNP-mRNAs 2 rs IM E 825 I NCT04368728 
y NCT04537949 
Study Report 
Full length 
recombinant 
e NCT04368988 
Novavax Protein Subunit glycoprotein 2 9, 71 IM - s EEsez 
nanoparticle days Study Report (phase 2b) 
vaccine 
adjuvanted 
with Matrix M 
Anhui Zhifei 
Longcom i 
Biopharmaceutical/ ato 0, 28 or 
Institute of Protein Subunit protein 2 or 3 0, 28, 56 IM NCT04445194 | NCTO4550351 |NCTO4466085 
Microbiology, ^P days 
Chinese Academy of BED DIN 
Sciences 
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SE Vaccine D Number | Timing of 
Developer latf candidate fd fd Administ 
/manufacturer paw vaccine Ol aoses. | Ob doses ios Phase 1 Phase 1/2 Phase 2 Phase3 
Curevac RNA mRNA a Eë IM | NCTO4449276 NCTO4515147 
Institute of Medical 
Biology, Chinese A A 0, 28 
Academy of Medical Inactivated Inactivated 2 days IM NCTO4412538 NCTO4470609 
Sciences 
Research Institute 
for Biological Safety | |nactivated Inactivated 2 del IM NCTO4530357 
Problems, Rep of days 
Kazakhstan 
Inovio | 
Pharmaceuticals/ T DNA Bs : 0, 28 ^ NCTO4447781 
International vaccine Wit days I NCT04336410 
Vacci : electroporation 
accine Institute 
Osaka University/ T" pe a 0, 14 kd I NCT04463472 
AnGes/ Takara Bio Adjuvant days NCT04527081 
Cadila Healthcare DNA DNA plasmid 3 0, 28, 56 ID _ CTRI/2020/07/0 
Limited vaccine days 26352 
Genexine DNA vaccine 0, 28 N 
Consortium DNA (GX-19) 2 days IM NCTO4445389 
. . Whole-Virion 0, 14 _ 
Bharat Biotech Inactivated inactivated 2 days IM NCT04471519 
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SE Vaccine D Number | Timing of 
Developer latf candidate fd fd Administ 
/manufacturer Baron vaccine EH ESES ios Phase 1 Phase 1/2 Phase 2 Phase3 
eier Protein Subunit | RBD-based 2 on IM : NCTO4473690 
Bioprocessing, Inc days 
S protein 0. 21 
Sanofi Pasteur/GSK | Protein Subunit | (baculovirus 2 da B IM NCT04537208 
production) y 
Arcturus/Duke-NUS RNA mRNA - Ñ IM M NCT04480957 
SpyBiotech/Serum VLP RBD-HBsAg 2 0, 28 IM _ ACTRN1262000 
Institute of India VLPs days 0817943 
Replication 
defective 
ReiThera/LEUKOCAR | Non-Replicating Simian _ 
E/Univercells Viral Vector Adenovirus L M SEH 
(GRAd) 
encoding S 
Institute of 
Biotechnology, N - 
Academy of Military |Non-Replicating |  ags-ncov 2 0, 28  |IM/muco HN 
. : Viral Vector days sal 
Medical Sciences, 
PLA of China 
Ad5 
Non-Replicating| | adjuvanted 0, 28 
TE Viral Vector Oral Vaccine š days Ss E 
platform 
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SE Vaccine D Number | Timing of 
Developer latf candidate fd fd Administ 
/manufacturer prato vaccine a franse Siet Phase 1 Phase 1/2 Phase 2 Phase3 
Clover Native like 
Biopharmaceuticals | Protein Subunit Tum enle, 2 qa IM NCTO4405908 
Inc./GSK/Dynavax subunit Spike days 
I Protein vaccine 
Recombinant 
Vaxine Pty . ..| spike protein _ 
Ltd/Medytox Protein Subunit | With Advax™ 1 IM NCT04453852 
adjuvant 
University of Molecular ACTRN12620000 
: : clamp 0, 28 674932p 
SA IOTER SHON sied Spike || © days IM | ISRCTN5123296 
S protein 5 
Medigen Vaccine 
Biologics A . |S-2P protein + 0, 28 
Corporation/NIAID/D | Protein Subunit |" CpG 1018 2 days IM NCTO4487210 
ynavax 
Instituto Finlay de ' : RBD + 0, 28 
Vacunas, Cuba Protein Subunit Adjuvant 2 days IM IFV/COR/04 
FBRI SRC VB 
VECTOR, A ; A 0, 21 
Rospotrebnadzor, Protein Subunit Peptide 2 days IM NCTO4527575 
Koltsovo 
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SE Vaccine D Number | Timing of 
SE latform ES of doses | of doses | Administ 
/manufacturer P vaccine Ben Phase 1 Phase 1/2 Phase 2 Phase3 
RBD 
West China (baculovirus š 
Hospital, Sichuan | Protein Subunit | production 2 77 IM Su a 
University expressed in y 
Sf9 cells) 
. A a SARS-CoV-2 
University Hospital | Protein Subunit) HLA-DR 1 SC | NCTO4546841 
Tuebingen A 
peptides 
COVAXX Protein Subunit S1-RBD-protein | — 2 pie IM | NCTO4545749 
Institute 
Pasteur/Themis/Univ. cus ; _ 
of Pittsburg ° a P al iaz ES IM | NCTO4497298 
CVR/Merck Sharp & y 
Dohme 
. Beijing Wantai | Replicating Viral Intranasal ChiCTR2000037 
PA f an yz Vector flu-based-RBD i a 782 
Xiamen University 
Imperial College LNP- ISRCTN1707269 
London iio nCoVsaRNA É ` M 2 
People's Liberation 
Army (PLA) 0, 14 or 2 
Academy of Military RNA mRNA 2 0, 28 im MEI e 
i 112 
Sciences/Walvax days 


Biotech. 
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Route 


Current stage 











COVID-19 Vaccine Vacci Type of Numb Timi f 
Developer SE candidate Had = Ee S 
/manufacturer platform vaccine of doses | of doses SE Phase 1 Phase 1/2 Phase 2 Phase3 
Plant-derived 
. VLP adjuvanted 0, 21 
Medicago Inc. VLP with GSK or 2 days IM NCT04450004 








Dynavax adjs. 
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[23 2] WHO7| 3402 aag WAlo] 2219 


(WHO Target Product Profiles for COVID-19 Vaccines, version 3, '20.4.29) 
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db HY Al: 27A ASS Yo AN 
FA : 444 AGA 7142 Y 
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$38 ^] 13] AS -PI 11:23 AS elelüs AS 
ANA #7) 439 MEA AS) dolge. BAJ $D 
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WW Z. Je AF $ Ya] 94 Yo] 
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34 ra AT 67] 8 (€7] LE ABE SVI] 
Yol z]xt ENS + AA SHAG AE 
=° = ABZ] BAZAN Y) 
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-WAJ aS Y dou AZA Së, 7B Al: -60-ZOTAA AA 6-12 
E94 uigtepu FEL AIRAS ABA FS 2-8CUA Aa 
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ul Hx AT TIT UL Tal L O O : 
^ ` ` |+ Vaccine Vial Monitor(VVM) : 134}: 4714] : 20C = iHd xeler s 
27/19] VVM +22} 
e $39 A: ts AS ERES AS 
gag (39703 : UA ga as aa 
mana VA GE GE YAN SA es 
cet UL 7549 sou $2 
TI 1:93 AS ABS) Tg: | 43 HE 13 43 AS BS AJ 
747/43 : 1318 te 43 ASF da Ad AS SS: ImL 
as | SE Ha 43% 392 WHOS] 329 
° ad AF Be : 05mL BA 1335) elok Y 
qa AS ABS WHOS] 329 
RA 333390 sr 
WHOJ |- Sa 2] : WHO PQ 1911/%=|- Sa ^]: WHO IAH 714 
IEAS UEA Sel 25 4s 
SA/PQ 4714 : WHO PQ : 4714 : WHO PQ 
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[23 3] WHOS 2b/34 JVABES LE YA] LAZA 


(Vaccine prioritization for WHO Phase IIb/III clinical trial) 








" Zaz S H B A) 
ZA AA ANA LT NE PHH = 
opal 34 0] - 443 7352949141 AL s JE Es YY 783244 
dA 20/34 ¿qa ay 23 quo AS 
AY "Leick st “FAQ EA BAE dat Set 443 BAA : 





334 Së olgak) LE 























E (FE HARE 
O GAA AER 22 AA Xe ZA] ASA W YAN 
J TI 
58 Jaago ga . Jat DAL ziehe] ay ao A a7] 

2H o] 71315] = = 
vu 9 Es : o o] A) 3 12 = z XE 
Hus °] 3 3o] 9] =, AME, REA 4] O qu xs 
gelo + AAA sag A] 9 











49/134 


Jn 
ou 








ln 
ox 
e 
da 


s SE BHAA 24 ALEA Es CS As 
(GAA) BoA] AL surrogate marker EE SANYA zzz FA 
AZA AL 4AA 344427 FAH + Ye FA 43 sse 
NATAJ AS RES TE 

- 99482 sao] ALAS SETA] 4714 MEY AY WS 
SF 290 FR 34219) YA AZA 4440] JAZ 





of 
= 


Jg 
p» 
olo 
tlo 


ME. san BS ASAE ABH x307Pesua 

EX EE AME , SADA E IC50 Y IC80 EF BA, 

d ke 0183 SABA NEL WTH FAZ AA 
S ALA HAS FEE MEL 234 342 Y + US 
Ae SER ABH] 233990 ai 





x9 oÉ do D > rx 


AL gn aü ox 
rir mo, A ra 2 rok 


oy - * eg Z oo 


a 


FA FA 7482 ASI + YE ABI FAAS = 
AJNE FAZ a] 997], ^H 224 de SAEY 
AJ ALE x= surrogate EE Ada RE) 








KAPHA SIAM 32 2930 BF Age] qe TRA AJE 





= ó Ò AZA A 
ae $ de] 434 Sx 2 FE 








rS, oly 
o AL 
ot, rol 


gu 














50/134 








FWA 


#1 AT 





Oe AAS: 13) AZA] 
. $ azg APA 
: FAA E 0.5mL° 





d sts: 


4841 qu* FI 





a aas gag ELVAJ GAY JA SA AZA 














51/134 











SS A ABLH9 Seo] HS BAA SAI] SIM Hol) 
An international randomized trial 


of candidate vaccines against COVID-19 
2020'4 58 2821(Version 2) 


CG ASHE 20.05.28] PHS (Sos AZE + UE) 


2 (Summary) 
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^J (Adaptive design features of the trial) 
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[FS 6] ICMRA? däi SHE 22H17, “20.03) 
SH : http://www.icmra.info/drupal/news/March2020 


AA A MAJLE 2000008] YE HAAZ 
LAJA FA VE EAS ANA FL VEYA. MA AZAR JE ANA 
RNA "]4l, DNA 44, GAA Ya, Ao 92H AN 5 dd "Je gd SAF 
o]-8 èt SARS-CoV-2 YA RE NVa UFA. SARS-CoV-27} WEA 433 
8 Age du AV $29 WE YY 14 AMS 1439351 MAFIA. IAN 
SARS-CoV-2 3334 22 NSSF 9584+724 JAA BAJ YE AL RIAS Ha 
32s us od 2798 AJAJ Sass HAS AA seg FAS F 
do FAI. 

202014 38 188] ICMRAY X29. EMAJ} FDA aal 242 AMA MA 
HA SLS gal JE SARS-CoV-2 YA SH AVJ VAA FAA AZA az 


JA AVS AN dag IIA Fea) dal speed. 
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. az Sg AYA LA JEAL=Z ASHES ANYA SARS-CoV-2 AA FE 
Se 3871] due FAB 827 I=49] d za 

qe 384399 A 49% FAFZZASI ANALE sot AJE dust AAA 

zx qp AVS da gas NA? AAA Fé 

. JA ARAE PEL MA TZ, 2 724 Wet AAS, 19 AREA 
Sal ust qoqa DA 232 a9uu 

. FAP ASE Sa SAA ANJ] ede 29522 AAA SARS-CoV2 HAS 
MIE ARF ANA 283590 JA 

oud 87-8 "Aou JIM IE ANY AZA ASA BAT "ed Oe SA 
TA] € 39 qum, JE YALE FA AL SQ 2 (el, WAGENI 
AS, ANEXA HA) GUA 39422 AAA SARS-CoV-2 HAA dA 
8 AYE AJ ABS Aste Ae] aks JA 
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[ZE 8] 012 FDA zigL[19 HA 2H0]EZERI 


COVID-19 dë AY AVA AER 535 37 
HAS AY au 
Development and Licensure of Vaccines to Prevent COVID-19 


Guidance for Industry 


| U.S. Department of Health and Human Services 
| Food and Drug Administration Center for Biologics Evaluation and Research 
20204 64 


ol 2122 FDA ÈS d 
de 42480 YA Ha Y yA KLAS ues Al ado] pyg 
olg} deta] dist Eolo) BA PDAS] 2 24399 AAAA dets 12. 
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9902374 HTS Mea FOT 
Het Ys mue xs] 9439 419 42% AAAS ASEA d'en AA. 


FDA: 323419 ZE AF MAA JI AL Rat Al JAANA EES A 


FDA= SARS-CoV2z Sò 2132119 JAPAS Zo MEL 7AA CAN ge 
oJ 
m 


E 342 m 34274 AN Health Service Act, PHS  Act)9] section 
319(a)(2)(42 U.S.C. 247d(a)(2))o] tet, HAZ) Secretary of Health and 
Human Services, HHS)o] XAF AAS X Sead. 202038 18 314 RAFAL JA 
e| HÆ 20204 18 279 4 489 3224194 sd 3324 97] 7] 
ele] x kwa 2219 d 
ERA YAHYA =o] E ALE ANA 
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dd 3422 HAE] i8 Al, 3! “Process for Making Available 
Guidance Documents Related to Coronavirus Disease 2019 
https: / /www.govinfo.gov /content/pkg/FR-2020-03-25 /pdf/2020-06222 pdf] == AE 
2} 20204 382597} ANVAN (Federal Register)2] ZAN(Notice) AA] She ae 2 


o], FDAE Y JAAA NA apge] zx BAM ASAAY ABA supe de 
daan, B där AA BAYA FY AA go] MII UH Federal Food, 


Drug, and Cosmetic Act9] section 701(h)(1)(C)(i) Y 21 CFR 10.115(g)(2) $42). E 
ZA SA AY FA, FDAS] TFAJABAANI=(GGP)A Be IAs 
sèk). ie] FDA 2 7982 13294 ANS ADAL AP LER 
2474 HS sepe 77354022 ABE ALE 7st. 

mad ol FERAY $E è 609 oo), FDA= = AANA us Jas 
FDA Aa 4 z 
ANS HAR ven ka 

+ FD 
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Je ugoz que AA ARE wq a 318 däs LAY 
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Fe Allan, SIA AA FL w 
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og ii WA. FDA 1949 d 
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II. 4 


32 NS 332 uo e SEN ars] YAA. o] Holt 
'SARS-CoV-2 31 mation, o] ao s] 27k f SHE AAS 73214192) 414 S 
at gt}. 20204 18319 HHS= IS 332317 HHS 
2] Operating Divisions(£- N.S. 753403. $3 20204 38139, v] ux 
ê 3314191 Jes 7 HAS SSL GA) 

SARS-CoV-2 4+#+32 AA HAA 97] EX TAMRAJE ANI AA. AA E 
419% AYE FDA it MAL Be Agel. FRA 
ME RNA, DNA, az Y upoje 
23239 332119 MAS NU elu. 
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ded 429 Waste] FDAY AA AQE esta Ac. AA 2321419 MAY 
994 HAA dé] AALI "He SCA 





a AAA AY 22 1H 2 SARS-CoV2 49 git AYA ALE LE) AN 
ê HSER Slo HA FAR € Fase] 4449 SAS FI 45499 3573 
FTE AS FEE op YE 

ë AGA AE 2 alt AJE FA 5E, AZ, FABACMO) 9 ss 


329 IAE AF 3A7H13(IND) AB Y 21 CFR Part 6019] #547} HAA 
Sa dat os ANAL ARAL ANA 

UH) FDAS 321199) ASA FAL Laso] Aay 439402 ABI r= 

E Ashen] Adan Add. sz Pie YA YAL ALA EOM 

AYAZJEL HA RARAS AJ ABA, 22419 SERAN]: 332419 xd 

ejerz u VESE et IND AR BA $ o] aa AN re6]ALHSRCOVID-19 

Public Health Emergency: General Considerations for Pre-IND Meeting Requests for 





EJ 


mi 











2) Secretary of Health and Human Services Alex M Azar, Determination that a Public Health Emergency 
Exists.(20. 1.31, "20. 421 BA). FA FAAN FA YE 
(https: / / www.phe.gov/emergency/news/ healthactions/phe/Pages/2019-nCoV.aspx). 

3) Proclamation on Declaring a National Emergency Concerning the Novel Coronavirus Disease (COVID-19) 
Outbreak(20. 3.13), +] FAAN FA ASA. 
(https:/ / www.whitehouse.gov/ presidential-actions/ proclamation-declaring-national-emergency-concerning-novel-c 


oronavirus-disease-covid-19-outbreak/). 
4) 2219 WA Sid RC ASS MME R ARANA dap GE APA PAS AA dc 
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B. dee 2 AAA AE 

e dE Sol dza ola 9 FAAYE, 3942234 ole 9 3249384, 
AE MY m poaa AJA AL VE SE FA modo] Has ia 
AZA ASH PE AREAS AAA dolead AFFE ASS ASA AA 

«5 97H13 ^] 32419 BAS FZFAFE ANJ] see] ALZIRA AA 
A^ YE REA] AJE sot st CFR 6012). ola] ma), QAAE FQ 3432 
We, F£ FAS, MA AS, BAA #ANIZEDold time), 38 € ^1 797392 
BAR AS R ARS aepo AD. 4 FA AAA AA FAS Tue 
St Sas AA ape] ASW) TER AF ASE Fò] FQ 3990589 BA 
AIS A ASI gz BUE ASE + A 

«ZE JA BANN A ZE] de FAS usus + ALS we FA $ 
AY ABS YA SFAHFD&C Acte] section 501(a)(2)(B)(21 U.S.C. 
351(a)(2)(B)) 2 AE A, 21 CFR 211.110(a)). 
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e NEL ABI SYS ARA +m A ARO] REA] FAS] A, 29 Y ua 
a APA Saak HO(FDEC Act2] section 
501(a)(2)(B)(21 U.S.C. 351(a)(2)(B)) 3, ASAE B+, 21 CFR 211.42(a)). BE T 
4551, HVAC AAAS Bò) 718, v 
Hel 4st n 22 A ste Há Y ANE 
ALA) Sok SECH(FD&C Act2] section 501(a)(2)(B) (21 U.S.C. 351(a)(2)(B)) Y aa 
^| 21 CFR 21146(9 ($14 3). JBA 43819 AA BR FA ANE WE 
Bòz ASA FAHKFDWC Act9] section 501(a)(2)(B)(21 U.S.C. 351(a)(2)(B)) 2 
Ya ider A+, 21 CFR 211.56(c) 9 211.67(b)). 
AZ gN] JAJE UST duros 2 2737328 ASA a. 4737 
2 mx] 413] 9] 4 (media simulation) 412319 4331, $1828 m 
eji GSS qa sper AA. 
VEM Sage uni dT debel, AZA At gs, TALS, SAR ot 
À, AY, $4 $ EA, 33 ASI deb de Y <a] da AJE 
re SFC(FD&C Acte] section 501(a)(2)(B)(21 U.S.C. 351(a)(2)(B)) 2, Ass 
E AP, 21 CFR 211.22). FABY 352 AS AYALA Y HINES esu, 
EASY, AR RAY 24S AJE AVS Bò) FAZ ach 
= ALS) GEN FEA A AZA AAS 
ar YE o A321 CFR 60120) 23119 SHA AN $, FDA= 
214192 A% FDAS] AA FA 5902 Ap FEEL HE AZA xs 
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3319 us FA 24 ABZ AA, ZE ASA ETA 
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2332 Uc. o] YA 71% FE, FDAS 83 Ao] da Beye PU A 
AA gie sp] sel, gud JA SF dg AE, 293 99 AAA 
YA FE Azt dam ^ a AZAR ARA 


713 dëi Vo, Aë Asa 2 


82/134 





3321119 FR YANA Het AJI ATA S42 m vitro 8 in vivo ^| 9€ Sal 

ASAJ w tag SMS MESE opu. FE BAS ASH WAY da 

WA ud AR deis Fl 9497 E 493 23 2 FAS, FAZ 
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First In Human, FIH) A 


Yezo ogg ALISHA Bast s API HAS MA Faq 2337 
°] za AA Se ASI gz AS gd Bago] =ê BAA Tè Ap 
29 ue 23H44. 
2 33 Un)0]4((SARS-CoV Y MERS-CoV) Way SA Mal FTZAE = 
5 


z 
= BAS ASI dep ASI sau 2321419 YA xt ERD 
e| ust le AB vem 7131 AA. ut dy ams GS xeu 
$spc YA THAIS ZE Xue] FAR E 449] JAZZ o]AA 
= gue AVIA. el AT] eu, xeuwdgez Ese 247 


of 


$ Ano] A 2(Formalin-Inactivated Respiratory Syncytial Virus) YAS FR 

SE wee PE: 4% AA TÉ ela oA] Respiratory Syncytial 
Virus(RSV)A sl 4% SAA AA MEH ERDA AA, THAT Ype 2 
help T cell) BUMS Seo} ARA A wes] ZAN DORIA 
4-9) FRMAL o] section DAA ASA YE UA zo] oa APA Y 
AAA 37 por eru. 


* FDAS YA AZA AR MARE DEAR AR YENES A x 


asp] ela SA 2419 FRA dal BAW dai AVA FRY 
YS SJES PDA X7] JANB daag AS Avec. 





VIS TIES qe AY segge AA, API 9 AAA AAA dese ABA WA. FDA 
c HSA 35 Aa § 58 ASS Eo], ANS, MAS =(reduce, refine, and replace) “3R” AS 2]X] 
SH. FDA SLS) GE AV 311399 $ FAJA MA HEHA: in vitro EE in silico ABA dai c 
AH PA dot AIE AS KB HATS] section VI FZ). FAE SHAE YAS ule ejes d 
A] PES ASI + drai usps 194 ol 


83/134 


Qe 2131/19 

















paa 
vi D KW J ojo To a prs 
0 E ^ fol) ¡oh T) kee ere? pi LE ` es 
i ak 7 N uw m Wr je bi b ei < o N = 0% z «o Mr ny 
A n] oj 9 si e e => ez of “F mh wo n dU ni 
= ol W sw WwW e o mu s d oS APIS ue S d a E 
m LR EN Ee owe Y ca ty s LORNE colt 
= qu 9 SS mM W RK g of el uH ee éi s 
B. W^ o dog Ud mu wow cm m 
T n AE — n Jp z u BK TO T ° No I sza ek, e 
ZO < Azil ix < H rt N == = for Kean 
È Mo JH d o| "o FÈ ‘Jor — P y ol a ju aes o 
e "ae cp uox DH K > PERERA 
e ROA E PERERA 
a e me MAHABA e GR pa 
<? = X = IN <J n n) TK Ni o To or Ei. © al B B sa n ‘Jo 
° KJ ol, Hh = D nj ki Wi a JO < eh T T | T 
TO yY yK PEN R @ Ê 2 „ M p T 
qi i T e t so jo Hn X K 
> Beha he RFE Ze? ale og 
oH o 40 To? oO — 79 o} bab ha Ku ddr DT = o Ò R Ven Jp 
ii ir. c s. < qo oy BI e Z e — <J JU è = < 
2 2 D op K < À Q = < ok w 
T ae ée e We E L F o Y qth So 7 Ww > É m 
NM E END p. IE ak 0 % X = oo do 
D Ò dae O d Hu a T KJ a = © © — 
ni a " wA H TI WU T o P RB < y 
o| ee ke M W EE EE 
wr N < Jo R | — T A = 
p "Si*m. ° S le Z m Z E 
Z ah Dw œ Ñ. e ua É T än Ï$ Í WM a up Wa 
XO = zo T n = x P m ali T D OF D ° A oH EN RX a Mr Hn T 
p= = KJ ess ` or FJ "|o I pa U K 
Se E E wa E eb oA ws ee 
o e P HU < = == = = ao E HN p 
= a © « x) E W S b S P ow R = T P ay eS 
E a HB np di ar do jg FT ge . | Wap I" rs o 9 4r SJ X 
SK S = TT p e He az X < < 
or H do > = Dj zo W zo Ari LA H < o T 
o mw) UW rj mw oE 
TO E MW un T K o] x E Wr To ar <° pe " «o ri zo 
= ka ae ee G ME W L AI 
Dare A eh ion, Ë < Š 
= Œ P * As; Zeile E = T <? Š = H og S WON og on Wr = = A 
== A "E ge = = — "K AG r 
SC S. z zj o» wp A Xe m ox o T 8 zi R SW PR No "Mo uy eh A " 
Sp qe IAA 
° ; = % vB ví o X OW XO C7 
° 


84/134 


slot wu. 


2714 9] 
e AFAN 





9] 331419 ael dè sl 


a 44 


ök 
Hu 


L. 
Li 


d. dad 
ALA eius] 


st 


3 


y 


det gc 


are] 


2 
= 


ELISA Alz 


| 
9| A54 BAA FAA dellz, EE Pseudo upoje 


J| CD8+ Y CD4+ T dX Heo 


ò) 


77) 


3 


Y: 


in vitro 


'84 
T 
or 


ERD YA "LS s—E 


W 
s 


<J 
= 


] 


a 


We] AAA 


S FEL 


Fen ARS 


33 als 





a 
Ò 


AA JAZ ABA Wy 7} 


olzt 
o] a} vi 


HAZ A] 


a 


epa avèk AA. 


1 za 


ò) 


MA aa ERD YA "Leg 


L. 
1 





raz 


RER 


ERD7} QAZA AA o 


2 ERD 43] A 


Fo] JAZ ds 


ő 


ASG SEAL] Th1/Th2 739 


du 


SE 


ABS AN 


LL 
Lo 


IZ Yä} (polarization) & | 5} 


T 


cor 2 ege + gu. el 


AL 
Â 


SA ERD WAP 7] 


n] 
Tp 


pi 


or 
E? 


n) 
pi 


N 
By 


85/134 


83b FAA 


SA] 


ol Al ERDA èt 


HI Heke 


ERDE 73è 


R/EE 


Al ois 


| 


° 


1 


EE 


86/134 


y 


lo 


V. daa - AA) 


H 


W7t SEA A 


e| 


ej et o] 


SARS-CoV-2 7 


e SARS-CoV-2 HAG "oli FA JSz= 3314199) ul 
7} 313119 


a 


A FASE ple] 


Un 
<J 
Sr 
jo 


OU 
= 


ER 


Yes 


Ka 


A] 
oe zu video 


2.89] gor S. FDAS] AE 





1 


OS Men 


= 


HA, 14 Eo] Aaa a 


o 


Al (phase) 


ASA (seamless) Y 


79: FA 
24 194 ssa 


A 


b LE 


+ 


Š 


A 
T 


òt 
x 


aL 
Ò 


i 
NAAN 


A 


= 
= 


+ AER 
e] 


= 
= 
Ò 


sr 


(adaptive) H/F 
AP BA APA 


AV 
` ee 


Hal du 


o 


a 


SÉ 
HANA 


A 


sj 
ur 
x 


li 


* 


7 
e FDA= 2121] / 1 4| (expedited/seamless) 9 


ul 
X 


+ 


NS 
e Qt 


8 7} 


y 


oj 


= 
ER 


L 


Zu 


AA AAA 


su. 
Fe 


o 


o 


AA] 


= 


assi ull 


yn A] 
1 


gd. a 


Ae] FAI 


E 





17H49] SE 


E 


A 


3 
ei 


ADA A 


a 


T 


FDA 


UU 
D 


o 


= 


"KÉ 


T 


Tu 


rj 


dn 


JU 


B 


ox 


go] zo]? 


3, 


x da 


o] 
= 


87/134 


Hz], FIH 9 


AARE 


MH 


Klo 
ile 
ZJ 
o} 
J 


z} 


ET 


LAL 1031008 5. z 


Aeg 


N 
NE 


= 
+ 


tet. x3 Sel A 


Li 


l^ 


Ko) 


= 3) ok 
SH. 


> 


o 


= 


[e] 





lor 


= 


= 


e| 


ERDA ZAA A 
A 2] 


17} A} 


Fi 


= 


= 


L. 


EA 


H 7] X (pathogenesis) A] ul 


1 


te 
A 


+I 


aol ul 


JA] 


332419 YA AY] Y Së 


Š 


a 9 
VIA 
Hr 
x 


9 


a xA 
1 





E 
Y 
CDCal A 7] 


Ò 


= 


Sg BA 9390] 
o 


TA YA 


ur 


= 
3 


9 


TA 


Jo 


KJ 


K 


blo 


TEAK: HA 


TI 


A 
55 23219 YA AYP 


ul 
X 


LI 


aA) 


id. 


o 
x 


dall Ali SARS-Cov-2 


MIKE: Za ds 


TI 


Slot 


Š 


° 
d 
x 


71 Wr 
ER da 
A 82 +9 


qu, = 
YE cuz 


+ 124 


L. 


lL. 


See 


x 


/ 


1] 


u 
A 


Jèn 


Q 


E 


31 o 
TI 


7L elt SARS-CoV-2 ZAA 


Ò 


x 


33119 299 eju] 


Ò 
Lo 


i 


jou 


Joh 
bi 


88/134 





YA] 


(formal hypothesis testing) 


eg 
KU 
Ulo 
KT 
Tor 
ER 


= 
"no 


or 


dn 
pi 


JU 


n) 
pis 


T 


1712] 


uH 


go 4 


J 


xX 
Ç 


p 
T 


} 


Š 


= 


"KÉ 


aK 
dn 


X 
= 
"no 


or 
oJ 


25 


wr 





TK 


ei 


Atos a 
3 


= 
AN 


= 


aL 


1712] 


Fi 


e| 2 
` SARS-CoV-2 


un 


* SARS-CoV-2 


== 


Mu A 


yn A] 
Zeg 


MS 323524, aA7jA 3221419 


wae BAZ AVWA 


SARS-CoV-2 


JA Y uxuvu19 Ax 
o] Al SARS-CoV-2 zt 


L. 


d 


© 
k=: 


A 


1 et 
AAR 


o] 
el 


lz 


© 


ak 


edel 


b 


sha. maj], uu MA 


Š 


< 


| 


A sa 


ze ol Yo 
03 
Gel 


J 


A 
^1 


Un 





o 
x 


LO. 


opa w 


Slot 


Š 


= 
a 


MA da 


d 


© 
k=: 


J^] Š 





° 


] 


e uA IA Ser EE e] 


3321419 Y 


R< 


Nhu 


dn 


yo 
D 


KA 


Nr 


— 


H 
EK 


: FDA= 113211199] 


Ga 








TK 
dn 


Di 


89/134 


. 131419 MA WBS 31321419 
AR 2 PSA Y AYE 
Act(PREA))(FDKC Act9] section 505B(21 U.S.C. = usse Ere 
T UES E A] Fò. 22199 A Z gl "elt 3131/19 
MAS FAA L PERS epum. epp EE T AY. 21 CFR 
Part 50 Subpart D(QZATAN oes AJ FAA ZZXX] (Additional 
safeguards for children in clinical investigations))$ 3493] eL) Asa, To 
AT AAE Su 444 FAG m 3-8 ASI AAAA AZA de 23 
Afè), 1931 40 ATS Het 424 24 2 Basra epe] 57 AN We 
2149 MSA, EAA IA. 


249719 SIS 19 Y Y zold] dst 
Roro dopra (Pediatric Research 


4 of 





. AF AA 








maza AFE Lll 11 FAA MIS EVA 
ò 


a 
(individually randomized controlled trial)? 296.9. WA FER SBA Zh 


ASAA AF RAA. 30928 TAANA (Cluster randomization 
2 +39 FAA MAE 313875584, AB F4997372 Sal ARA 


JA JE oua E dala 79 ze 187 BWI. 


E 
lo m 
rfo 
E HÉ oœ ad 


do 


22019 YAA ALSO) 7H 344 Bet} 3422 
Az 232 MAF Je Go] HAL HSSY HAAS Sal H 
4 


Së BARES BAS APIA ue Bo] Asè. 


90/134 








ASA WA ses AMOS FRAGA FANGO FA EE Hala A 
sje] Apa FAR AFÈ AAA sp, AS «^S ARAS ATA € 
SAA de HAZ co] Vol gata Apa GAR ARA: cag R waad 
As) xe stu 

35219 dins, FS 312119 48 uae] qat Ay wy FINAL Y 
4349 4% 2337 AV AN de] Y 2 999322143 AV AA ERDS] 
H 4794 3 sp] AA, WALE AL 1-24 FWA, ASV B 3 
7|xt 7|3 Not stu. 

FER RAE, Has 23442 YA APSO] Heal Ga: 4399 F 
zt THAN 3533974 Ez dë IATA SERA meh, JAZ R TER 
^] 2394 dè 73549 FAA Y EAS HR MAKA 


| 
AZ YARIS uer) sper s! dèt Sa 
A $58 AY (statistical equivalency testing)o] BL AP (UA ZE zt YAN 
^] Y (clinical lot-to-lot consistency trial) JAZ AGS FEE TA BAN x 
+a + dom HES APS $ BRE gu. 


ARA =a 
2419 VA FAN AAS. ay 37 ee Alas pd BEL 
19(laboratory-confirmed COVID-19) EE AJHAJFOE 2 
(laboratory-confirmed SARS-CoV-2) 9] 4-7} stu. 
BA 212419 saz no 244032 Haet IA): RT-PCR). 

SS AAS FAs SARS-CoV2 ZAA Ha BURSA, 10192384 
Es 38294 VHS Fò YAA] LH AA] We SARS-CoV-2 Yao Oe 
< 371594 OS SHINE FA 


= 
JANA AYA AN FAI WPF] BEBE MAD ga zb Ap az A 


d 
18 


o% 
rE 


Ú 
ox 
> 


Ay S a aE gla} mw] 2434 HERA 7778392 AJ 
WAS] s BTS Sola AS + AJ. oS Aste, FDAE SA FA 


A. 
x 
TE (893 A AVS ds EE AGA ge) opu BARRE d 


QYZ = A "La 0348 FR oaaae 3233 SARS-CoV-2 49 


CH 
lo do 4 


91/134 


HU 
oX 
{e 
ngi 
Gi 
tilo 
H. 
Y 
rol 
Sei 


ga ES 23 
AT 
SS ed ES 24 we] 
(xe Es FI 
EE 
Oma EE $4 449 
A 
A e ares 
AAA EA 
SA 


232119 MAL AS 3132119 dn SS azy BA LAA YA d Sa 
gy 58 Wed, 437 SS 3132119 AAFAA deb ZA Z| 
BABS see FEA AAA dd 7349 Ha 25439 AA. 01% ve 

EE YA NWR M PAIA VE ASA A8 AJE 
AAAY HE 23834 YL) o]ab gaz AH ket. FAE SF 


up II BYE Lolo Za 0.9. SEA SARS-CoV-2 Z S = 


JA JHT > 303/#, JA > 
) X*+ PaO,/FiO, < 300 mm Hg) 
AGE, ECMO7) 338 l Jd zZ 7891) 





SARS-CoV-2 442, Ji SZFE Bak] ZE AS, 


92/134 


F4X](primary efficacy endpoint 


J 


A 
Ù 


NEE 


A 132419 Y 


L 


H 


La ou 


© 


dos 


OU 


aja 50%919 9 erm, SAA XI 


AV 
Lg 


point estimate) 


o 
x 


ig. 


HA] alpha-= 2 Y 


la däs 


© 


29219 d 


^d 


dn 
Ni 


N 
Ho 


+A] alpha-24 Y 


AAs 
514 (section F #4) NW 


ó| 


loi 


© 


Al xtd ERD A 


un 


= 


1 


REF Tix ul 
ru. 


a 
° 


are] 


O: 


Ld. 


°] <30%°] Z| 3} >0% ° 
e opu] ANN 





© 


1 
ej 219 A1 


The 
> -10%0]0] oF 


. at 


° 3-7] YA 


A 


T 


s E 
"no 


Jo D 
Di 
dn 
RZ 
25 
Xd 


Xo 


H) to] 


715 


Lol 382119 


© 


ök 
£T 


EZ 


e| dëi? spam 


4 725 
SE 


ZÈ 


3 dolg o] 


4 





o 
Ú 


jer e, 


O 
- RES-A (reactogenicity) ] 5-3 


Hou 


Al 


TK 


<d 


JU 


ar 


x 


93/134 


= ool 


uJ 


o] ARAL a] 


a 


13 


L. 


aea 71% datt az 


To 
o 
<J 


= 


o 
UJ 


n) 


"o 


= 


E 


mi 


CES 


* 


Ar 
— a 


7 A GAY dloa o] 


a 


HALO] ul 


= 


da 


+ 


° 


TA AA 300823 delet 


l 


Ái 


d 


o 
T 





e 


e 2332119 MA AXIAL zzu19 Ano] LA MAZA AZI Apolo spgk 


aq. 


= BLUE Sof 


o] 


Loi 3714 


$ 


ul 


To? 


RH 


9) 


HH 
dn 


wr 
JU 





94/134 


VI. 37) = HAS BA - AA 23213 


9718 ZE YAA Tras, 323419 YAA ATA Saepe SAT A 
Ag AAAA AAE FAN AS +F A. AJE test 24 
ARA dda SEMI MAS FAIR ABONA PEE EEA YA 
I Ue UF op NSE PAININ ABA SS + 3b. 
232419 NAS Fo + YE AN ARAU: VAR Es 4394 GUA] 
AE ADA dét ANA kay AZA AA AAMAS A49 + AA. 
El 





-AF 2319 MAA 2+, 24 FSA MA FA ERD *X 7]H old Sa 
249394 AJ etg FAB zető] YAS] 397397] 49 ATA ASA 
TA 758 Aada ge Gey JEZI EAS TM, 

AP 132119 AA ZP, 27] AY F 717 ZAFE APA ANA E 7x 

Wo MAS AFÈ + Su. 424 FDA= 317 dd $244] 459 27] Al 
3 492 urq 
ag NIZAN MAR det ZBI 7S R Helo] ABs] AYRES AAAS 
73e AY JEYA Sall A (Current Procedural Terminology)(CPT)) == 9) 
YA 2 44871 Bays AJ HE 489] AA Zet stu. 


. 32419 YAA] del FEA) Ss 


a A AEREO] NA 524491 22H94 21 CFR 600.80(4]3k F 014 A 
d 28 2309) Ye #714 HAA magn] GA ouè AZA deal TA 


o + ^H] di DIFE 4133132 (expedited reporting)7) EHHH. 


FDA= 232419 YA ust 3537418 Aa ABA] FDA SAS HR 
AA NAS 


2131; E2E FEZ ú A +H(Pharmacovigilance Planning)( $r Z-2] 20) 











sh JE CFE ZA) A] S (Pharmacovigilance Plan(PVP))& Az 

= 119 SCH AJ FEAA] 482 AVA eb 22H YO] oo 

aa eje] ABAZ 5 Sal ezt € AIA ARA AJAAMoJA 2 ARE 
z+ 


A 
dag Je FAN] det Su AGI cay dum Fe ARS "Jet 





95/134 


= 


Al 
loi 


o 


x 


a 


= 


Wu 
Alé 
AB ERDO > 


14 Alo] ul 


x 


= 


d 


o 
x 


d 


Ti 


Paja d 
epa 1 


Ò 


eH] A 
ZF epp. 


waa 
?] okt 


J 


x: 





a HERA ede] 24382 = 4 


° 


x= 


1 


MAX 


Š 


[e] 


9] 
2 


A 
Zi 


ZA 


d 


Slo] BAJE uuu G 


ti. FDA= 3131419 Yala] A 


dee 


S 


Ko) 


NA x8 
. IYA ag ul 


e| 


vids Zo] 


TO 


A 


FI 


JU 


H 


np 
U) 


= 


«9 


o 


9. 
To 
wr 
JU 


H 





W 
9 
<J 
= 


FDFA7] FD&C Act2] 


A 


AV 


e FD&C Act Section 505(0)(3)(21 U.S.C. 355(0)(3)91 A 


PHS Act2] section 


Dy 


section 505(b)(21 U.S.C. 355(b)) SHA & 7} 


351(42 U.S.C. 262) 


22). Section 355(0)(3)°] Ue}, FDA 43 


sto] AA Salao ul 


Š 


jo 


TO 


== 


aF 


d 


o 
x 


dn 
mp 


JU 


H 


37] 


17135 


Y 
` 


96/134 


+ 


23949 NA - 34 2914 


1 


pik 
n 


VII. AG A] 


dn 


JU 


pr 
gu 
NH 
OU 


au 


° 
No 


JU 


"o 





n) 
xL 
"o 


To 
gp 
gr 
E 





97/134 


+ 


A4 xs 


= 
T 


VIII. 


e AA 23214199 dè a] 


To 


E 


JU 


RI 


RT 


dn 


ap So] gaez 7 


e SARS-CoV-2 


po 


° 
Ne 


Jo 


Njo 
dn 
K 
oj 
nw 
qu 


JU 


E 
ASE 84, FD&C Act9] section 506(21 U.S.C. 356) Y 21 CFR 601409] et 


& 


= 
a 


(accelerated approval) °l] 


. 33119 MA 


ol 
AA 


A 
T 


at 
x 


319 


dn 


° 
Ne 


Sigg 


^d a 


= 
É 


wA 


, 37937 AFZAJ JA 733448 


e 924424 de 


E 


e|, opal eho] 2 


aq] 


= = 
= 2 


Siu. el 


e| uer epa + 


E 
NU 


As 


= 


ó 


=. 
Ò 


= E 


mal uj 


H 


JU 


— 


JU 


+ 
Tin 
n 


dn 


X 


d 


AE YA 


AS 
AL 


e SARS-CoV-2 


al 


3] 


>E 


FDA] 


S 


+°] A Re] d 


78 


3 


o| qa x 


AV 
X... 


tar, 924 


ó 


AM sé 


X 


ë Hato, UA] 


817b 4A 





Ar 
S 
N 


JU 


d 


Baz 


HH(21 CFR Part 601, Subpart E), 


ó 


a L 
Hot AAHFDWC Act section 506(c)(3)(A)(21 U.S.C. 


356(c)(3)(A)) Y 21 CFR 601.41). 


n) 


98/134 


+71 A 


° 


ZAZ ss 





wash 


TAJT HA 


gn A] 
T3 7X 


gu, 


| 


X Y (controlled human infection model) 9] ALSS DAS + Wo. 194 Ay vi 


A 


pe 
"o 


PH 
n) 


np 


Y SARS-CoV-29] 


a 





B. 213412529 (Emergency Use Authorization, EUA) 


dn 
Hn 


vc, A 


T 





L 70 


e] zs 


Act2] section 564(21 U.S.C. 360bbb-2) (Hu TH 23). 


JU 


a 
Die 


pI 


Na 


AAA as 


AY 
yu 


4 230] AA. 


L FDA 


$9 
x 


ojat Ezt di 
e 33119 Y 


ou 
x u 





<J 
= 
OU 
mp 


az ABA 


d 


aag 


abe. BAJ 


` 
T 


28 


>] 
= 


) 


d 


AS ase 


JE 
Ò 


#A ERD WA A 


a 


AZAA ul 


Sa 133/33 FDAZ7 9] 





=° 


= d 


8 


Alz 
pe 


^H) BSAA FS 


e 332119 Q} 


A 
td appe dag 


E 


3 
+ 


are] 


ub 


, Ak 


ny 


R< 


99/134 


IX. FU A 


e 


1. COVID-19 Public Health Emergency: General Considerations for Pre-IND Meeting Requests 
for COVID-19 Related Drugs and Biological Products; Guidance for Industry, May 2020, 
https:/ /www.fda.gov/ media/137927/ download. 

2. Guidance for Industry: Process Validation: General Principles and Practices, January 
2011, https:/ / www.fda.gov/ media/71021/ download. 

3. Guidance for Industry: Content and Format of Chemistry, Manufacturing and Controls 
Information and Establishment Description Information for a Vaccine or Related 
Product, January 1999, https:/ / www.fda.gov / media/73614/ download. 

4. Perlman S and Dandekar AA, 2005, Immunopathogenesis of Coronavirus Infections: 
Implications for SARS, Nat Rev Immunol 5: 917-927, https:/ / doi.org/10.1038/nri1732. 

5. Haagmans BL, Boudet F, Kuiken T, deLang A, et al., 2005, Protective immunity 
induced by the inactivated SARS coronavirus vaccine, Abstract S 12-1 Presented at the 
X International Nidovirus Symposium, Colorado, Springs, CO. 

6. Tseng CT, Sbrana E, Iwata-Yoshikawa N, Newman P, et al., 2012, Immunization with 
SARS Coronavirus Vaccines Leads to Pulmonary Immunopathology on Challenge with 
the SARS Virus, PloS One, 7(4): e35421, 
https:/ /journals.plos.org/plosone/article?id=10.1371 /journal.pone.0035421. 

7. Yasui F, Kai C, Kitabatake M, Inoue S, et al., 2008, Prior Immunization With Severe Acute 
Respiratory Syndrome (SARS) - associated Coronavirus (SARS-CoV) Nucleocapsid Protein 
Causes Severe Pneumonia in Mice Infected with SARS-CoV, J Immunol, 181(9): 6337-6348, 
https: / /www.jimmunol.org/content/181/9/6337.long. 

8. Bolles M, Deming D, Long K, Agnihothram S, et al., 2011,A Double-Inactivated Severe 
Acute Respiratory Syndrome Coronavirus Vaccine Provides Incomplete Protection In 
Mice And Induces Increased Eosinophilic Proinflammatory Pulmonary Response Upon 
Challenge, J Virol 85(23) 12201-12215, 
https: / /www.ncbi.nlm.nih.gov/pmc/articles/ PMC3209347/. 

9. Agrawal AS, Tao X, Algaissi A, Garron T, et al., 2016, Immunization With Inactivated 
Middle East Respiratory Syndrome Coronavirus Vaccine Leads To Lung Immunopathology 
On Challenge With Live Virus, Hum Vaccin Immunother, 12(9): 2351-2356, 
https: / /www.ncbi.nlm.nih.gov/ pmc/articles/ PMC5027702/. 

10. Guidance for Industry: Considerations For Plasmid DNA Vaccines For Infectious 


Disease Indications, November 2007, https: / /www.fda.gov/media/73667/ download. 


100/134 


11. 


12. 


13. 


14. 


15. 


16. 


17. 


18. 


19. 


20. 


21. 


22. 


Guidance for Industry: Content And Format Of Chemistry, Manufacturing, And 
Controls Information And Establishment Description Information For A Vaccine Or 
Related Product, January 1999, https:/ /www.fda.gov/media/73614/download. 
Guidance for Industry: Considerations For Developmental Toxicity Studies For 
Preventive And Therapeutic Vaccines For Infectious Disease Indications, February 2006, 
https: / /www.fda.gov/media/73986/download. 

World Health Organization, WHO Guidelines On Nonclinical Evaluation OfVaccines, 
Annex 1, WHO Technical Report Series, 2005; 927:31-63, 

https: / / www.who.int/ biologicals/ publications /trs/ areas / vaccines/nonclinical evaluation 
/ ANNEX%201Nonclinical.P31-63.pdf?ua=1. 

World Health Organization, Guidelines On The Nonclinical Evaluation Of Vaccine 
Adjuvants And Adjuvanted Vaccines, Annex 2, WHO Technical Report Series, TRS 
987:59-100, https: / / www.who.int/ biologicals/areas/vaccines/ TRS 987 Annex2.pdf?ua-=1. 
FDA Guidance on Conduct of Clinical Trials of Medical Products during COVID-19 
Public Health Emergency; Guidance for Industry, Investigators, and Institutional 
Review Boards, March 2020 and updated June 2020, 

https: / /www.fda.gov/media/136238/download. 

Centers for Disease Control and Prevention, Coronavirus Disease 2019 (COVID-19) At 
Risk for Severe Illness, last reviewed May 14, 2020, 

https: / /www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/ groups-at-higher-risk.html. 
17 Pregnant Women: Scientific and Ethical Considerations forInclusion in Clinical 
Trials; Draft Guidance forIndustry, April 2018, 

https: / / www.fda.gov/ media/112195/ download." 

Draft Guidance for Industry: How to Complywith the Pediatric Research Equity Act, 
September 2005, https:/ / www.fda.gov/ media/72274/ download." 

Guidance forIndustry: Establishment and Operation of Clinical Trial Data Monitoring 
Committees, March 2006, https:/ / ww w.fda.gov / media/75398/ download. 

Guidance forIndustry:E2E Pharmacovigilance Planning, April 2005, 

https: / / www.fda.gov/ media/71238/ download. 

Postapproval Pregnancy Safety Studies; Draft Guidance for Industry, May2019, 

https:/ / www.fda.gov/ media/124746/ download." 

Guidance for Industry: Postmarketing Studies and Clinical Trials - Implementation of 
Section 505(0)(3) of theFederal Food, Drug, and Cosmetic Act, April 2011, 

https: / / www.fda.gov/ media/133746/ download. 


101/134 


23. Emergency Use Authorization of Medical Products and Related Authorities; Guidance 
for Industryand Other Stakeholders, January2017, 
https:/ /www.fda.gov/media/97321/ download. 


* When finalized, this guidance will represent FDA's current thinking on this topic. 
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oF, OOO 340 OOOQS x ASA 22L 1929 EY9SCQZE 0007 Som EENE 
00071 BYE FE UGUC Of HALA PES SN FELIIJE ALE F Elec. 
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3. OOOFO daa ghoko ac 718 528 VEE PALIAR? 
HFEMICTD 1.118) E AD'S EAN GHIA] ELE PUE AUS 
ME AYE AN AZUL LO B 488 FE 2/2 BICI 














. OOOFE HE B| HO YE Aal F 
UNES! YA YN ES E NYB Sa 


S 1521 


AB YAL sig? 
(0, UNS) SIE SAA) H2104 E 


5 OOOFE OS HE HL? 
OOOFE -JAA YA) FE LEN AA Naal FAB o HAZ ago 
OH LOYAL YE BoE SEYE 


6 OOOTS| XS P9 gl7Lg? 
A-FEM(CID 1.118) Z EOAR SYA, E ggl HES FEA 2/5 ËC. 





7. OOOFY YE $ TosoH EE 792712? 
CHE MAB AILL S OOO S ME F AESA YE MZIBI HPIBISO] LES Fè 
gloaz, o GP 5A emo] SESI ABA AL S. goot SGL Oe ga DE) 
4/2 OOOFE HEB BE MBAN 221119 MY BI) URIE HE Op H EL Get ol 
OOOF HE FW 3241971) PYE BR ABBA RESIN BE AL S. goot BFL] ch 








8. OOOTS| LABIB RE? 
SY, FENZ BA, ZIEL HE YA) FASHA, SA F OO MENO BICI) SS 218 8H), 








9. OOOFE ABA PANO stg? 
OoozE EH KA NENE HEINZE CIO) A melo ol Buc 
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HEM Y Son XBUS 7/M BICH. 





SI ALA Bol A] LELEL OOOF2/ 2Z0/ALBIZ 


o 
Y INS UM FAES eHROJAIELS S LYE 7/ M BHE 








24 34 
(n=O) (n=O) 
O% 0% 
096 0% 
O% 0% 
uj E/A EN O% 096 
































4 OOOFL| #0477] 
HFEMICTD 1.118) E CS AE Olai Y ¡ES 26/01 2/74 BICI 
. 00079] YE A FY 
HAZEMCTD 1.118) E Sinn FL ES 225/07 7/74 BICI 


ATI 


H Eo Het OOOF2L AF FZ 





YE AM OOOFL YA FOA A AGE BAM etch YN 


NAA XENON VEY RNE GE SIRA LLE. 











OOOFE SLI BOIA) YE SES EB NE RESE Ë 

Al OE SOIA] REC 

47/98 | OOOF YE Ë OWY Z ulglalot B+E 
Rop | OM) u[Eke] LOA HE OOO SJ ANG P E 
DE | OM AYA BAHA HE OOO SJ SAAB FEAL YÉ NI) BICI 











282 SEux BALE, 

















Z OOOF 2 SO ua 
El JHR, Dose FA N FYAB F/M, YN BEN ALLEN), YA So 
FY GE) GE FAME AM, SUE PANAMA) AUS YY A VALE E IM 


Ec oo 
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